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DETAILED ACTION 

This office action is in response to claims and arguments submitted 8/21/09. 



Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 2, 11, 17,19, 43, 71-87, 90 and 91 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. The originally filed 
application does not include "said deformable material has insufficient material 
memory." The specification simply states, on page 31 , that "the retention means has 
little material memory". 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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Claims 2, 1 1 , 1 7,1 9, 71 , 72, 74-77,79, 83-85 and 87-92 are rejected under 35 
U.S.C. 102(b) as being anticipated by Baker (U.S. Patent No. 6,221,102). 

Baker teaches an anastomotic apparatus (capable of being used for as an 
anastomotic apparatus) for placing an inside edge surface of an incision in a first vessel 
in healing contact with an inside edge surface of an incision in a second vessel to 
establish flow between the vessels (capable of being used as described), said 
apparatus comprising: 

• a sinuous, stiffening framework (1 38) having a plurality of malleable 
sections (Fig. 1 1 ) formed of a deformable material which causes the 
framework to remain in a second configuration after being deformed from 
a first configuration even after cessation of application of deformation 
force used to deform said framework into said second configuration (the 
delivery balloon is the force that deforms the framework, and the hooks 
attach too the tissue, so when the balloon is removed the framework does 
not return to the first configuration, as the framework is now attached to 
the tissue). 

• Wherein said deformable material has insufficient material memory to 
move back to a first shape from a second shape (element 131 has 
material memory, 131 is welded to 137 and 138 as described in col. 10, II. 
44-53, however element 138 has insufficient material memory) once 
deformed from said first shape to said second shape. 
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• each said malleable section comprising a curved apex (133) each said 
apex extending further peripherally outwardly (138 extends peripherally 
outwardly) than a remainder of portions of said malleable section forming 
the remainder of said malleable section, respectively 

• means for attaching (1 51 ) said stiffening framework to the vessels to hold 
the inside edges of the incisions in contact while permitting the framework 
to be shaped to define a flow path between the vessels 

• means for attaching (1 51 ) are configured to orient the edge surfaces of the 
first and second vessels to align the edge surfaces to join the first and 
second vessels in side-to-side contact with each other (capable of being 
used in this manner) 

• means for attaching are configured to orient the edge surfaces of the first 
and second vessels to align the edge surfaces to join the first and second 
vessels in end-to-side contact with each other (capable of being used in 
this manner) 

• a tool (64) having a head configured to be inserted into one of the vessels 
to attach said means for attaching to the vessel, said head located at a 
distal end portion of said tool, said head extending transversely to a 
longitudinal axis of said tool and having a bypass channel defined 
therethrough and extending transversely to the longitudinal axis, for 
maintaining blood flow through the vessel when said head is inserted into 
the vessel (Fig. 14) 
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• a hemostatic medium (hole 133 tissue in growth can occur in this location) 
positioned to contact the outside surfaces of the first and second vessels 
as the edge surfaces of the incisions are brought into contact 

• said hemostatic medium comprises a cuff (portion of 151 that is flat along 
138) 

• said hemostatic medium comprises an oval-shaped flexible body (hole 
133 is oval) 

• said head comprises an anvil (Fig. 14) 

• said anvil is larger than the incision in the vessel into which it is inserted, 
said anvil configured to be button-holed into the vessel through the 
incision (Fig. 14) 

• said stiffening framework comprises a single cuff (1 36) and said means for 
attaching comprise vessel attaching elements extending from said single 
cuff and adapted to attach to the first and second vessels (capable of 
performing this function) 

• when in use some of elements (1 37) and (1 38) act as bridging members 
adapted to draw first and second portions together 

• said stiffening framework comprises first (132) and second (136) cuffs, 
said first cuff configured to be attached to the first vessel and said second 
cuff configured to be attached to the second vessel (capable of performing 
this function) 
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• said stiffening framework is sinuous in shape and comprises a plurality of 
malleable sections (Fig. 1 1 ) 

• said means (one of 1 51 ) for attaching comprise tissue retention pins (1 51 ) 

• docking extensions (one of 151 ) extending from said stiffening framework, 
said docking extensions configured to be manipulated to deform said 
stiffening framework into said second configuration 

• said malleable sections (one of 1 51 ) comprise arch-shaped malleable 
sections, the arch shape of each said malleable section comprising a 
curved apex, each said apex extending further peripherally outwardly than 
a remainder of portions of said malleable section forming the remainder of 
the arch shape, respectively 



Claim 43 is rejected under 35 U.S.C. 102(b) as being anticipated by Schomacher 
(U.S. Patent No. 4,233,981 ). 

Schomacher teaches a method of performing an anastomosis comprising: 

A) defining an incision in a first vessel; 

B) defining an incision in a second vessel; 

C) fastening a mounting structure (1 ) on the first vessel in surrounding 
relationship to the incision in the first vessel such that the mounting structure 
surrounds the incision in the first vessel; 

D) fastening the mounting structure (2) to the second vessel in surrounding 
relationship to the incision therein, such that the mounting structure surrounds 
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the incision in the second vessel, and to bring inside edges of the incisions in the 
first and second vessels into healing contact while providing an open flow path 
between the vessels through the incisions 

E) shaping, by bending the mounting structure to define a desired flow area 
between the first and second vessels (when the tissue moves the device moves) 
wherein the mounting structure when shaped by said bending, retains a shape 
resulting from said bending and has insufficient material memory to move back to 
shape assumed prior to said bending once bending force have been removed 
(when in position the material does not bend back to the first shape). 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, All 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 
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Claims 2, 11,17,19, 43, and 71-92 are rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over the claims of U.S. 
Patent Numbers, 5868763, 6565581 , and 6190397. Although the conflicting claims are 
not identical, they are not patentably distinct from each other because the patents listed 
above disclose all the limitations of the current invention. 

Response to Arguments 

Applicant's arguments filed 8/21/09 have been fully considered but they are not 
persuasive. The applicant generally argues: 

• Baker does not teach "said deformable material has insufficient material 
memory." 

The examiner disagrees. As stated above, the newly amended claims contain 
new matter. The examiner suggests correcting the new matter problem in addition to 
defining when the first shape occurs (i.e. first configuration) and when the second shape 
occurs (i.e. second configuration). 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MELISSA RYCKMAN whose telephone number is 
(571)272-9969. The examiner can normally be reached on Monday thru Friday 7:30- 
4:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jackie Ho can be reached on (571)-272-4696. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



MKR 

/Melissa Ryckman/ 
Examiner, Art Unit 3773 

/Julian W. Woo/ 

Primary Examiner, Art Unit 3773 



